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§884.4550

(17) A nonmetal vaginal speculum is
a nonmetal instrument used to expose
the interior of the vagina.

(18) A fiberoptic nonmetal vaginal
speculum is a nonmetal instrument,
with fiberoptic light, used to expose
and illuminate the interior of the va-
gina.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I for the amniotome, uterine
curette, cervical dilator (fixed-size bou-
gies), cerclage needle, IUD remover,
uterine sound, and gynecological bi-
opsy forceps. The devices subject to
this paragraph (b)(2) are exempt from
the premarket notification procedures
in subpart E of part 807 of this chapter,
subject to the limitations in §884.9.

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 61 FR 1124, Jan. 16, 1996; 66 FR 38809, July
25, 2001]

§884.4550 Gynecologic surgical laser.

(a) Identification. A gynecologic sur-
gical laser is a continuous wave carbon
dioxide laser designed to destroy tissue
thermally or to remove tissue by radi-
ant light energy. The device is used
only in conjunction with a colposcope
as part of a gynecological surgical sys-
tem. A colposcope is a magnifying lens
system used to examine the vagina and
cervix.

(b) Classification. Class II (perform-
ance standards).

§884.4900 Obstetric table and acces-
sories.

(a) Identification. An obstetric table is
a device with adjustable sections de-
signed to support a patient in the var-
ious positions required during obstetric
and gynecologic procedures. This ge-
neric type of device may include the
following accessories: patient equip-
ment, support attachments, and cabi-
nets for warming instruments and dis-
posing of wastes.

(b) Classification. Class II (perform-
ance standards).
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Subpart F—Obstetrical and Gyne-
cological Therapeutic De-
vices

§884.5050 Metreurynter-balloon abor-
tion system.

(a) Identification. A metreurynter-bal-
loon abortion system is a device used
to induce abortion. The device is in-
serted into the uterine cavity, inflated,
and slowly extracted. The extraction of
the balloon from the uterus causes di-
lation of the cervical os. This generic
type of device may include pressure
sources and pressure controls.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before December 26, 1996
for any metreurynter-balloon abortion
system that was in commercial dis-
tribution before May 28, 1976, or that
has, on or before December 26, 1996
been found to be substantially equiva-
lent to a metreurynter-balloon abor-
tion system that was in commercial
distribution before May 28, 1976. Any
other metreurynter-balloon abortion
system shall have an approved PMA or
a declared completed PDP in effect be-
fore being placed in commercial dis-
tribution.

[46 FR 12684-12720, Feb. 26, 1980, as amended
at 52 FR 17741, May 11, 1987; 61 FR 50709, Sept.
27, 1996]

§884.5070 Vacuum abortion system.

(a) Identification. A vacuum abortion
system is a device designed to aspirate
transcervically the products of concep-
tion or menstruation from the uterus
by using a cannula connected to a suc-
tion source. This device is used for
pregnancy termination or menstrual
regulation. This type of device may in-
clude aspiration cannula, vacuum
source, and vacuum controller.

(b) Classification. Class II (perform-
ance standards).

§884.5100 Obstetric anesthesia set.

(a) Identification. An obstetric anes-
thesia set is an assembly of antiseptic
solution, needles, needle guides, sy-
ringes, and other accessories, intended
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for use with an anesthetic drug. This
device is used to administer regional
blocks (e.g., paracervical, uterosacral,
and pudendal) that may be used during
labor, delivery, or both.

(b) Classification. Class II (perform-
ance standards).

§884.5150 Nonpowered breast pump.

(a) Identification. A nonpowered
breast pump is a manual suction device
used to express milk from the breast.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter, subject to the limita-
tions in §884.9, if the device is using ei-
ther a bulb or telescoping mechanism
which does not develop more than 250
mm Hg suction, and the device mate-
rials that contact breast or breast milk
do not produce cytotoxicity, irritation,
or sensitization effects.

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 61 FR 1124, Jan. 16, 1996; 66 FR 38809, July
25, 2001]

§884.5160 Powered breast pump.

(a) Identification. A powered breast
pump in an electrically powered suc-
tion device used to express milk from
the breast.

(b) Classification. Class II (perform-
ance standards).

§884.5200 Hemorrhoid
pressure wedge.

(a) Identification. A hemorrhoid pre-
vention pressure wedge provides me-
chanical support to the perianal region
during the labor and delivery process.
External mechanical support of the
perianal region is intended to help pre-
vent the occurrence of external hemor-
rhoids associated with vaginal child-
birth.

(b) Classification. Class II (special
controls). The special controls for this
device are:

(1) The sale, distribution, and use of
this device are restricted to prescrip-
tion use in accordance with §801.109 of
this chapter.

(2) The labeling must include specific
instructions regarding the proper
placement and use of the device.

(3) The device must be demonstrated
to be biocompatible.

prevention

§884.5300

(4) Mechanical bench testing of mate-
rial strength must demonstrate that
the device will withstand forces en-
countered during use.

(5) Safety and effectiveness data
must demonstrate that the device pre-
vents hemorrhoids in women under-
going spontaneous vaginal delivery, in
addition to general controls.

[76 FR 21238, Apr. 15, 2011]

§884.5225 Abdominal
chamber.

(a) Identification. An abdominal de-
compression chamber is a hoodlike de-
vice used to reduce pressure on the
pregnant patient’s abdomen for the re-
lief of abdominal pain during preg-
nancy or labor.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before December 26, 1996
for any abdominal decompression
chamber that was in commercial dis-
tribution before May 28, 1976, or that
has, on or before December 26, 1996
been found to be substantially equiva-
lent to an abdominal decompression
chamber that was in commercial dis-
tribution before May 28, 1976. Any
other abdominal decompression cham-
ber shall have an approved PMA or a
declared completed PDP in effect be-
fore being placed in commercial dis-
tribution.

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 52 FR 17741, May 11, 1987; 61 FR 50709, Sept.
27, 1996]

decompression

§884.5250 Cervical cap.

(a) Identification. A cervical cap is a
flexible cuplike receptacle that fits
over the cervix to collect menstrual
flow or to aid artificial insemination.
This generic type of device is not for
contraceptive use.

(b) Classification. Class II (perform-
ance standards).

§884.5300 Condom.

(a) Identification. A condom is a
sheath which completely covers the
penis with a closely fitting membrane.
The condom is used for contraceptive
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and for prophylactic purposes (pre-
venting transmission of sexually trans-
mitted infections). The device may also
be used to collect semen to aid in the
diagnosis of infertility.

(b) Classification. (1) Class II (special
controls) for condoms made of mate-
rials other than natural rubber latex,
including natural membrane (skin) or
synthetic.

(2) Class II (special controls) for nat-
ural rubber latex condoms. The guid-
ance document entitled ‘‘Class II Spe-
cial Controls Guidance Document: La-
beling for Natural Rubber Latex
Condoms Classified Under 21 CFR
884.5300 will serve as the special con-
trol. See §884.1(e) for the availability of
this guidance document.

[73 FR 66538, Nov. 10, 2008]

§884.5310 Condom with spermicidal
lubricant.

(a) Identification. A condom with
spermicidal lubricant is a sheath which
completely covers the penis with a
closely fitting membrane with a lubri-
cant that contains a spermicidal agent,
nonoxynol-9. This condom is used for
contraceptive and prophylactic pur-
poses (preventing transmission of vene-
real disease).

(b) Classification. Class II (perform-
ance standards).

[47 FR 49022, Oct. 29, 1982]

§884.5320 Glans sheath.

(a) Identification. A glans sheath de-
vice is a sheath which covers only the
glans penis or part thereof and may
also cover the area in the immediate
proximity thereof, the corona and
frenulum, but not the entire shaft of
the penis. It is indicated only for the
prevention of pregnancy and not for
the prevention of sexually-transmitted
diseases.

(b) Classification. Class III (premarket
approval).

(c) Date premarket approval application
(PMA) or notice of completion of a prod-
uct development protocol (PDP) is re-
quired. A PMA or a notice of comple-
tion of a PDP is required to be filed
with the Food and Drug Administra-
tion on or before September 12, 2002, for
any glans sheath that was in commer-
cial distribution before May 28, 1976, or

21 CFR Ch. | (4-1-14 Edition)

that has, on or before September 12,
2002, been found to be substantially
equivalent to a glans sheath that was
in commercial distribution before May
28, 1976. Any other glans sheath shall
have an approved PMA or declared
completed PDP in effect before being
placed in commercial distribution.

[69 FR 67187, Dec. 29, 1994, as amended at 67
FR 40849, June 14, 2002]

§884.5330 Female condom.

(a) Identification. A female condom is
a sheath-like device that lines the vag-
inal wall and is inserted into the va-
gina prior to the initiation of coitus. It
is indicated for contraceptive and pro-
phylactic (preventing the transmission
of sexually transmitted diseases) pur-
poses.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
PDP is required. A PMA or notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before November 21, 2011,
for any female condom that was in
commercial distribution before May 28,
1976, or that has, on or before Novem-
ber 21, 2011, been found to be substan-
tially equivalent to any female condom
that was in commercial distribution
before May 28, 1976. Any other female
condom shall have an approved PMA or
declared completed PDP in effect be-
fore being placed in commercial dis-
tribution.

[66 FR 314565, May 18, 2000, as amended at 76
FR 50667, Aug. 16, 2011]

§884.5350 Contraceptive
and accessories.

diaphragm

(a) Identification. A contraceptive dia-
phragm is a closely fitting membrane
placed between the posterior aspect of
the pubic bone and the posterior vag-
inal fornix. The device covers the cer-
vix completely and is used with a
spermicide to prevent pregnancy. This
generic type of device may include an
introducer.

(b) Classification. Class II (perform-
ance standards).
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§884.5360 Contraceptive intrauterine
device (IUD) and introducer.

(a) Identification. A contraceptive
intrauterine device (IUD) is a device
used to prevent pregnancy. The device
is placed high in the uterine fundus
with a string extending from the device
through the cervical os into the va-
gina. This generic type of device in-
cludes the introducer, but does not in-
clude contraceptive IUD’s that func-
tion by drug activity, which are sub-
ject to the new drug provisions of the
Federal Food, Drug, and Cosmetic Act
(see §310.502).

(b) Classification. Class III (premarket
approval).

(c) Labeling. Labeling requirements
for contraceptive IUD’s are set forth in
§801.427.

(d) Date premarket approval application
(PMA) or notice of completion of a prod-
uct development protocol (PDP) is re-
quired. A PMA or a notice of comple-
tion of a PDP is required to be filed
with the Food and Drug Administra-
tion on or before August 4, 1986, for any
IUD and introducer that was in com-
mercial distribution before May 28,
1976, or that has on or before August 4,
1986, been found to be substantially
equivalent to an IUD and introducer
that was in commercial distribution
before May 28, 1976. Any other IUD and
introducer shall have an approved PMA
or a declared completed PDP in effect
before being placed in commercial dis-
tribution.

[46 FR 12684-12720, Feb. 26, 1980, as amended
at 51 FR 16649, May 5, 1986]

§884.5380 Contraceptive tubal occlu-
sion device (TOD) and introducer.

(a) Identification. A contraceptive
tubal occlusion device (TOD) and intro-
ducer is a device designed to close a
fallopian tube with a mechanical struc-
ture, e.g., a band or clip on the outside
of the fallopian tube or a plug or valve
on the inside. The devices are used to
prevent pregnancy.

(b) Classification. Class III (premarket
approval).

(¢) Date premarket approval application
(PMA) or notice of completion of a prod-
uct development protocol (PDP) is re-
quired. A PMA or a notice of comple-
tion of a PDP is required to be filed
with the Food and Drug Administra-

§884.5425

tion on or before December 30, 1987, for
any TOD and introducer that was in
commercial distribution before May 28,
1976, or that has on or before December
30, 1987, been found to be substantially
equivalent to a TOD and introducer
that was in commercial distribution
before May 28, 1976. Any other TOD and
introducer shall have an approved PMA
or a declared completed PDP in effect
before being placed in commercial dis-
tribution.

[46 FR 12684-12720, Feb. 26, 1980, as amended
at 52 FR 36883, Oct. 1, 1987]

§884.5390 Perineal heater.

(a) Identification. A perineal heater is
a device designed to apply heat di-
rectly by contact, or indirectly from a
radiant source, to the surface of the
perineum (the area between the vulva
and the anus) and is used to soothe or
to help heal the perineum after an
episiotomy (incision of the vulvar ori-
fice for obstetrical purposes).

(b) Classification. Class II (perform-
ance standards).

§884.5400 Menstrual cup.

(a) Identification. A menstrual cup is
a receptacle placed in the vagina to
collect menstrual flow.

(b) Classification. Class II (perform-
ance standards).

§884.5425 Scented or scented deodor-
ized menstrual pad.

(a) Identification. A scented or scent-
ed deodorized menstrual pad is a device
that is a pad made of cellulosic or syn-
thetic material which is used to absorb
menstrual or other vaginal discharge.
It has scent (i.e., fragrance materials)
added for aesthetic purposes (scented
menstrual pad) or for deodorizing pur-
poses (scented deodorized menstrual
pad). This generic type of device in-
cludes sterile scented menstrual pads
used for medically indicated condi-
tions, but does not include menstrual
pads treated with added antimicrobial
agents or other drugs.

(b) Classification. (1) Class I (general
controls) for menstrual pads made of
common cellulosic and synthetic mate-
rial with an established safety profile.
The devices subject to this paragraph
(b)(1) are exempt from the premarket
notification procedures in subpart E of

505



§884.5435

part 807 of this chapter, subject to the
limitations in §884.9. This exemption
does not include the intralabial pads
and reusable menstrual pads.

(2) Class II (special controls) for
scented or scented deodorized men-
strual pads made of materials not de-
scribed in paragraph (b)(1).

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 45 FR 51185, Aug. 1, 1980; 61 FR 67714, Dec.
24, 1996; 66 FR 38809, July 25, 2001]

§884.5435

(a) Identification. An unscented men-
strual pad is a device that is a pad
made of cellulosic or synthetic mate-
rial which is used to absorb menstrual
or other vaginal discharge. This ge-
neric type of device includes sterile
unscented menstrual pads used for
medically indicated conditions, but
does not include menstrual pads treat-
ed with scent (i.e., fragrance materials)
or those with added antimicrobial
agents or other drugs.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
only when the device is made of com-
mon cellulosic and synthetic material
with an established safety profile. This
exemption does mnot include the
intralabial pads and reusable men-
strual pads.

[45 FR 12684-12720, Feb. 26, 1980, as amended

at 61 FR 67714, Dec. 24, 1996; 65 FR 2320, Jan.
14, 2000; 73 FR 34860, June 19, 2008]

Unscented menstrual pad.

§884.5460 Scented or scented deodor-
ized menstrual tampon.

(a) Identification. A scented or scent-
ed deodorized menstrual tampon is a
device that is a plug made of cellulosic
or synthetic material that is inserted
into the vagina and used to absorb
menstrual or other vaginal discharge.
It has scent (i.e., fragrance materials)
added for aesthetic purposes (scented
menstrual tampon) or for deodorizing
purposes (scented deodorized menstrual
tampon). This generic type of device
does not include menstrual tampons
treated with added antimicrobial
agents or other drugs.

21 CFR Ch. | (4-1-14 Edition)

(b) Classification. Class II (perform-
ance standards).

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 45 FR 51186, Aug. 1, 1980]

§884.5470 Unscented menstrual tam-
pon.

(a) Identification. An unscented men-
strual tampon is a device that is a plug
made of cellulosic or synthetic mate-
rial that is inserted into the vagina
and used to absorb menstrual or other
vaginal discharge. This generic type of
device does not include menstrual tam-
pons treated with scent (i.e., fragrance
materials) or those with added anti-
microbial agents or other drugs.

(b) Classification. Class II (perform-
ance standards).

§884.5900 Therapeutic vaginal douche
apparatus.

(a) Identification. A therapeutic vag-
inal douche apparatus is a device that
is a bag or bottle with tubing and a
nozzle. The apparatus does not include
douche solutions. The apparatus is in-
tended and labeled for use in the treat-
ment of medical conditions except it is
not for contraceptive use. After filling
the therapeutic vaginal douche appa-
ratus with a solution, the patient uses
the device to direct a stream of solu-
tion into the vaginal cavity.

(b) Classification. (1) Class II (per-
formance standards).

(2) Class I if the device is operated by
gravity feed. Devices subject to this
paragraph (b)(2) are exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §884.9.

[46 FR 12684-12720, Feb. 26, 1980, as amended
at 61 FR 1124, Jan. 16, 1996; 66 FR 38809, July
25, 2001]

§884.5920 Vaginal insufflator.

(a) Identification. A vaginal
insufflator is a device used to treat
vaginitis by introducing medicated
powder from a hand-held bulb into the
vagina through an open speculum.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
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of this chapter, subject to the limita-
tions in §884.9.

[45 FR 12684-12720, Feb. 26, 1980, as amended
at 54 FR 25052, June 12, 1989; 66 FR 38809, July
25, 2001]

§884.5940 Powered vaginal muscle
stimulator for therapeutic use.

(a) Identification. A powered vaginal
muscle stimulator is an electrically
powered device designed to stimulate
directly the muscles of the vagina with
pulsating electrical current. This de-
vice is intended and labeled for thera-
peutic use in increasing muscular tone
and strength in the treatment of sexual
dysfunction. This generic type of de-
vice does not include devices used to
treat urinary incontinence.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP for a device is re-
quired to be filed with the Food and
Drug Administration on or before July
12, 2000, for any powered vaginal mus-
cle stimulator for therapeutic use that
was in commercial distribution before
May 28, 1976, or that has, on or before
July 12, 2000, been found to be substan-
tially equivalent to a powered vaginal
muscle stimulator that was in commer-
cial distribution before May 28, 1976.
Any other powered vaginal muscle
stimulator for therapeutic use shall
have an approved PMA or declared
completed PDP in effect before being
placed in commercial distribution.

[46 FR 12684-12720, Feb. 26, 1980, as amended
at 52 FR 17741, May 11, 1987; 65 FR 19834, Apr.
13, 2000]

§884.5960 Genital vibrator for thera-
peutic use.

(a) Identification. A genital vibrator
for therapeutic use is an electrically
operated device intended and labeled
for therapeutic use in the treatment of
sexual dysfunction or as an adjunct to
Kegel’s exercise (tightening of the
muscles of the pelvic floor to increase
muscle tone).

(b) Classification. Class II (perform-
ance standards).

§884.6110

§884.5970 Clitoral engorgement de-
vice.

(a) Identification. A clitoral

engorgement device is designed to
apply a vacuum to the clitoris. It is in-
tended for use in the treatment of fe-
male sexual arousal disorder.

(b) Classification. Class II (special
controls). The special control is a guid-
ance document entitled: ‘‘Guidance for
Industry and FDA Reviewers: Class II
Special Controls Guidance Document
for Clitoral Engorgement Devices.”’

[656 FR 47306, Aug. 2, 2000]

Subpart G—Assisted Reproduction
Devices

SOURCE: 63 FR 48436, Sept. 10, 1998, unless
otherwise noted.

§884.6100 Assisted reproduction nee-
dles.

(a) Identification. Assisted reproduc-
tion needles are devices used in in vitro
fertilization (IVF), gamete
intrafallopian transfer (GIFT), or other
assisted reproduction procedures to ob-
tain gametes from the body or intro-
duce gametes, zygote(s), preembryo(s)
and/or embryo(s) into the body. This
generic type of device may include a
single or double lumen needle and com-
ponent parts, including needle guides,
such as those used with ultrasound.

(b) Classification. Class II (special
controls) (mouse embryo assay infor-
mation, endotoxin testing, sterilization
validation, design specifications, label-
ing requirements, biocompatibility
testing, and clinical testing).

§884.6110 Assisted reproduction cath-
eters.

(a) Identification. Assisted reproduc-
tion catheters are devices used in in
vitro fertilization (IVF), gamete
intrafallopian transfer (GIFT), or other
assisted reproduction procedures to in-
troduce or remove gametes, zygote(s),
preembryo(s), and/or embryo(s) into or
from the body. This generic type of de-
vice may include catheters, cannulae,
introducers, dilators, sheaths, stylets,
and component parts.

(b) Classification. Class II (special
controls) (mouse embryo assay infor-
mation, endotoxin testing, sterilization
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